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MEMORANDUM PC 1233577
SUBIJECT: Myclobutanil: Dietary Risk Assessment for the Proposed Use in/on

Almonds (Meat and Hulls) (PP#0F3876).

FROM: | Jennifer M. Wintersteen ?W 66\M L\JUWW_@"\

Dietary Risk Evaluation Sectlon
Science Analysis Branch/HED (7509C)

T0: Carl Grable/Connie Welch, PM Team 21
Insecticide-Rodenticide Branch
Registration Division (7505Q)

THROUGH: Elizabeth A. Doyle, Ph.D., Section Head € o .
Dietary Risk Evaluation Sect10n
SAB/Health Effects Division A ;ﬂu

Action Requested

Provide a Dietary Risk Evaluation System (DRES) analysis of the dietary exposure for
myclobutanil through the proposed use in or on almonds. The following tolerances are being
recommended due to this petition:

Commodity _ o ' Tolerance

- Almonds, meat _ 4 ) 0.1 ppm
- Almonds, hulls _ 2.0 ppm
- Milk ' 0.2 ppm
* Meat (cattle; goats, hogs, horses, sheep) 0.1 Ppm
- Meat by-products (except liver) (cattle, goats, hogs, horses, sheep) : 0.2 ppm
-Lwer (cattle, goats, hogs horses, sheep) _ 1.0 ppnt
Discussion

Toxicological Endgoins

The chronic analysis used a Reference Dose (RfD) of 0.025 mg/kg body weight/day,
based on a no observed effect level (NOEL) of 2.49 mg/kg bwt/day and an uncertainty factor
of 100. The NOEL is based on a two-year rat feeding study that demonstrated testicular atrophy
in males as an effect at the LOEL (G. Ghali memo, 6/16/94). An assessment of acute dietary
risk is not appropriate for this chemical according to the HED Toxicology Endpoint Selection
Document (P. Hurley memo, 7/12/94). Myclobutanil ts classified as a Group E carcinogen.

Recycled/Racyclable
Printed with Soy/Cancia Ink on paper that
cantains at isast 50% recycled fiber
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Residue Information

Food uses evaluated in this analys.1s were the published tolerances listed in the Tolerance
Index System (TIS) and 40 CFR §180.443 and 185.4350 and the proposed use on almonds (M.
J. Nelson memo, 3/8/95). Recently tolerances for myclobutanil on cottonseed, stone fruits,
. 7cherr1es and dried plums have been finalized in the Federal Register. These items were updated

"in the DRES file to a ‘published’ type. A pending tolerance on pome fruits is found in the DRES
file for myclobutanil. The exposure due to these pending commodities was not included in the
estimate of risk for this petition.

Meat, milk, poultry and egg tolerances are already published for myclobutanil.
Recommendation has been made to increase the existing tolerances for these commodities by
CBTS due to the petition on almonds. Since all meat and milk tolerances being recommended
are higher than the published tolerance a new entry for each meat and milk item was added so
that the sum of the two items equalled the recommended tolerance. A summary of the residue
information used in this analysis is attached as Table 1.

Results -

A DRES chronic exposure analysis was performed using tolerance level residues and 100
percent crop treated information to estimate the Theoretical Maximum Residue Contribution
(TMRC) for the general population and 22 subgroups. Summaries of the TMRCs and their
representations as percentages of the Reference Dose (RfD) are included as Tables 2 and 3.

' For chronic dietary exposure from published uses of myclobutanil and the new use on
almonds and meat/milk the TMRC for the general U.S. population and the most highly exposed
subgroup are as follows (as percent of the Reference Dose):

U.S.population .. .......... e e 16%
Non-nursing Infants <1 yI ... .0t i ittt et ciie e .. . 98%

Exposure for all published commodities and including the proposed use on almonds for
the U.S. general population is equal to 4 x 10 mg/kg/day, or 16% of the RfD for myclobutanil.
Exposure for all published commodities as well as the newly proposed use on almonds for non-
nursing infants <1 year, the most highly exposed subgroup, is 2.5 x 102 mg/kg/day, or 98%
of the RfD. Approximately 52 % of the RfD is consumed by exposure to milk for this subgroup.
Another 27% of the RfD is taken up by the exposure to the stone fruits group.

Conclusions— ~ :

The analysis for myclobutanil is cons1dered a worst case estimate of dietary risk with all
residues at t@ ee level and 100 percent of the commodities assumed to be treated with
myclobutaml yough the dietary risk from exposure to myclobutanil in or on almonds appears
to be approdching the reference dose for non-nursing infants this analysis is unrefined and
probably overestimates potential risk from almonds and almond hulls as a feed item.

DRES recomthends RD request percent of crop treated data from BEAD in order to
further refine the exposure estimates and dietary risk. If the pending petition on pome fruits

becomes final the exposure will be equal to 101% of the RfD for non-nursing infants.

Attachments

o DRES,. Caswell #723K, Tox II, CBTS (M. J. Nelson)
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g Tabie 3: Myclobutanii on Almonds

TOLERANCE ASSESSMENT SUMMARY FOR Myclobutanil ‘Systane/Raily) DATE: 05/02/95
CASWELL #723K

ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.002319  MG/KG/DAY
THE EXISTING TMRC IS EQUIVALEWNT TO: 9.275 % OF THE ADL.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.001773  MG/KG/DAY

THESE NEW TOLERANCES WILL OCCUPY: 7.089 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.004092  MG/KG/DAY

THE NEW TMRC WILL OCCUPY 16.365 % OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.000062  MG/KG/DAY
THES TMRC WILL OCCUPY 0.246 % OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT TMRC WILL BE: 0.004153  MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY : 16.611 % OF THE ADI.

ANALYSIS FOR POPULATION SUB-GROUP: NON-NURSING INFANTS {< 1 YEAR OLD}

EXISTING TOLERANCES (PUBLISHED ONLY) : '
RESULT IN A TMRC OF: 0.0145817  MG/KG/DAY

THE EXISTING TMRC [S EQUIVALENT TO: 58.323 X% OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)
RESULT IN A TMRC OF: 0.009966  MG/KG/DAY

THESE NEW TOLERANCES WILL OCCUPY: : 39.861 % OF THE ADI.

IF THE NEW TOLERAWCES {CURRENT PETITION ONLY) )
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.024547  MG/KG/DAY

THE NEW TMRC WILL OCCUPY 98.184 X OF THE ADI,
OTHER PENDING TOLERANCES EXCLUDING THE .

CURRENT NEW PETITEION HAVE A TMRC OF: 0.000790  MG/KG/DAY
THIS TMRC WILL OCCUPY 3.156 X% OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED .

THE RESULTANT TMRC WILL BE: 0.025336 MG/KG/DAY
THE TOTAL TMRC WILL QCCUPY 101,340 % OF THE ADI.

ANALYSIS FOR POPULATION SUB-GROUP: CHILDREN {1-6 !EARS oLD}

EXISTING TOLERANCES (PUBLISHED ONLY) ’
RESULT IN A TMRC OF: 0.006400  MG/KG/DAY

THE EXISTING TMRC IS EQUIVALENY TO. © 25.5%6 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION DNLY)

RESULT IN A TMRC OF: 0.004993  MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: . 19.970 % OF THE ADI.

i F THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WiLL BE: 0.011392  MG/KG/DAY
-HEW TMRC WILL OCCUPY 45.566 % OF THE ADI.

- QYBER. PENDING TOLERANCES EXCLUDING THE
~ 77 CURRENT NEW PETITION HAVE A TMRC OF: 0.000132  MG/KG/DAY
T THIS TMRC WILL OCCUPY - 0.526 % OF THE ADI.

IF ALl PENDING TOLERANCES (INCLLDING THE

CORRENT NEW PETITION) ARE GRANTED

THE RESULTANT TMRC WILL BE: 0.011523 - MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 46.090 % OF THE ADI.
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